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Mr. Stewart Cmmpkr
Officeof Compliance
US ~A

~~q h&yland

lb= CMzen l?B@UI conam.iw compliance to the El-ode Lead Wh S?a@uKI

Dear M. Cmmpler:

PLUSUant10 mar~elaphane conversation tis monaing I would U!CEKOprovide YOUWM
k fhllowing ~dditinal *m@on regati~ng our Ckizm Mitia dmd my % 2Q@J.

1. The P@UODid=*s “ConvA~ce KU ad TMYS”and ‘~o=duG md~e~’.
Convenience Khs and TmysareproduevcomingOUTofour.+%llegianecCustom
Swilebusirmm. The Kir6 and Trays areeumpzimdofYarious“componerms”,some
of which maybe mxkcal deviee~ inandof themselves, seieered by rhc Cusrcnner

- and arrmgwi cma tray by Megianee. lb assembled way is then fbrther processed,
i.e., smrilized by AUegianeerendedng the entire ensmble sterile.

The Proceduru Modules am pmdwa wmiing outof our Nlegiance Procedure
Bawd IWverY System (I?N3S) businessTheProcdu’ePdoduleaarecomprised
onceagain of “componmm”: acme of which maybe nwdkal devices, seleetd by
the Customer. In this insranee rhe Modul~ as an enawnble, are not fhrchar
pm-ssek k, SKeriW bY Allegiance. TheY maY, howwt% =onti sti iwns
thar were sterilized by their manufactwars and M@ ii.rep-d m theirown
sterilepaeksging. The PreccdureModulesmaycontainallof @ itenwTM a
padem may needfor a PtiC@W hawit~ =Y fiom ba*fJbe ~ *P~s ~
complicwed mcdiud devhxs. For exampk, a Conw.mew Kit maybe inebzdod in a

ProcedureWdule asammpowmr,
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Understandingfrom our discusskmj rlw Em that the requirement fw r~?ioa may
be rhe justificationfor graming the requested cmnphwe variaa~ h may be
appropriate+ as a rationale, to grant the variance sokly to those prOdUCZS that would
reqireremerilizatian after * @kcted elrxzrod%fw examplq * ruuoved. lfrhki
moario wae ahpted rhe 650 Kits and Trays coming OUKaf-ce (hsmra Sterile
would be exempred beaw.se all would require resuHmrion and poddy some ofti
Akgiance PBDS Modules, ~lwe ~ar IIMy-mh WIE@=d bode ina-e KiL
would be under&e V-E.

Please do nm hsaivaw to ccxnaa me agaim if fimlxr infimmitm is required.

W aincemdyapprecime your assisrarwe in rhk mamrr.

Reape=fidly,

w-C
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Jo eph A hkdS

Dirt&or, Regulatory Mbits


